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use of the drug (other than dose infor-
mation required by paragraph (b)(2) of
this section and §201.100(b)(2)) contains:

(1) Adequate information for such
use, including indications, effects, dos-
ages, routes, methods, and frequency
and duration of administration, and
any relevant warnings, hazards, con-
traindications, side effects, and pre-
cautions, and including information
relevant to compliance with the new
animal drug provisions of the act,
under which veterinarians licensed by
law to administer the drug can use the
drug safely and for the purposes for
which it is intended, including all con-
ditions for which it is advertised or
represented; and if the article is sub-
ject to section 512 of the act, the parts
of the labeling providing such informa-
tion are the same in language and em-
phasis as labeling approved or per-
mitted under the provisions of section
512, and any other parts of the labeling
are consistent with and not contrary to
such approved or permitted labeling;
and

(2) The same information concerning
the ingredients of the drug as appears
on the label and labeling on or within
the package from which the drug is to
be dispensed;

Provided, however, That the informa-
tion required by paragraphs (d) (1) and
(2) of this section is not required on the
so-called reminder-piece labeling which
calls attention to the name of the drug
but does not include indications or dos-
age recommendations for use of the
drug.

(e) All labeling, except labels and
cartons, bearing information for use of
the drug also bears the date of the
issuance or the date of the latest revi-
sion of such labeling.

(f) A prescription drug intended for
both human and veterinary use shall
comply with paragraphs (e) and (f) of
this section and §201.100.

[40 FR 13998, Mar. 27, 1975, as amended at 42
FR 15674, Mar. 22, 1977; 57 FR 54300, Nov. 18,
1992]

§201.115 New drugs or new animal
drugs.
A new drug shall be exempt from sec-
tion 502(f)(1) of the act:
(a) To the extent to which such ex-
emption is claimed in an approved ap-
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§201.119

plication with respect to such drug
under section 505 or 512 of the act; or

(b) If no application under section 505
of the act is approved with respect to
such drug but it complies with section
505(i) or 512 of the act and regulations
thereunder.

No exemption shall apply to any other
drug which would be a new drug if its
labeling bore representations for its in-
tended uses.

§201.116 Drugs having
known directions.

commonly

A drug shall be exempt from section
502(f)(1) of the act insofar as adequate
directions for common uses thereof are
known to the ordinary individual.

[41 FR 6910, Feb. 13, 1976]

§201.117 Inactive ingredients.

A harmless drug that is ordinarily
used as an inactive ingredient, such as
a coloring, emulsifier, excipient, fla-
voring, lubricant, preservative, or sol-
vent, in the preparation of other drugs
shall be exempt from section 502(f)(1) of
the act. This exemption shall not apply
to any substance intended for a use
which results in the preparation of a
new drug, unless an approved new-drug
application provides for such use.

§201.119 In vitro diagnostic products.

(a) ‘“‘In vitro diagnostic products’ are
those reagents, instruments and sys-
tems intended for use in the diagnosis
of disease or in the determination of
the state of health in order to cure,
mitigate, treat, or prevent disease or
its sequelae. Such products are in-
tended for use in the collection, prepa-
ration and examination of specimens
taken from the human body. These
products are drugs or devices as defined
in section 201(g) and 201(h), respec-
tively, of the Federal Food, Drug, and
Cosmetic Act (the act) or are a com-
bination of drugs and devices, and may
also be a biological product subject to
section 351 of the Public Health Service
Act.

(b) A product intended for use in the
diagnosis of disease and which is an in
vitro diagnostic product as defined in
paragraph (a) of this section shall be
deemed to be in compliance with the



